lexadolikd

Paracetamol 120 mg /5 mL
D€ xa tam tay tré em
Doc ky hudng dan si dung trudc khi ding
Lac ky trudc khi stt dung

Thanh phan

M6i 5 ml chia:

Thanh phn hoat chat:

Paracetamol .120mg

Thanh phén td dugc: Natri benzoat, tri-natri citrat dihydrat, acid citric monohydrat, natri chlorid, sorbitol, glycerin, sucralose, gom xanhthan, hugng hoa qua, phdm mau d6 - idacol amaran red, nuéc tinh khiét.
Dang bao ché: Hn dich udng

M ta: Dich thuéc nuéc udng mau hong, phan tan déu sau khi lac.

pH:3,5-7,0

Chi dinh

Paracetamol dugc duing rong rai trong diéu tri cac ching dau va sot tif nhe dén vifa.

Dau

Paracetamol dugc duing gidm dau tam thi trong diéu tri ching dau nhe va vira. Thudc 6 hiéu qud nhét 1a lam gidm dau cuing do thap ¢6 ngudn gdc khang phai ndi tang.

Paracetamol khong cd tac dung tri thap khdp. Paracetamol la thudc thay thé salicylat (duoc wu tién & ngui bénh chéng chi dinh hoac khang dung nap salicylat) dé giam dau nhe hoac ha sét.

Sot

Paracetamol thudng dugc ding dé giam than nhiét & ngudi bénh st, khi sot co thé co hai hodc khi ha sét, ngui bénh sé dé chiu han. Tuy vay, ligu phap ha sét ni chung khdng dac hiéu, khong anh hung dén tién trinh cda bénh ca ban, va c6 thé che Iap tinh trang
bénh clia nguai bénh.

Liéu dung va céch ding

Thuc ding theo duong udng.

Ha 6t sau khi tiém chiing & tré em tir 2 dén 4 thng tudi

Diung liéu 2,5ml/1dn. Va c6 thé dugc diing dén 413n/ngay, bat dau khi c6 s6t sau tiém chiing. Khong duoc st dung qua 4 lan/ngay, khodng céch gitta cac ldn dua thudc khong it hon 4 gic: Néu tré van bi sét sau khi tiém chiing 2 ngay, can thong béo tinh trang véi bic sj.
Gidm dau va ha sét trong cdc truéng hop khdc

- Ddi véi tré em tir 2 dén 3 thang tudi, nang trén 4 kg va sinh sau 37 tudn

Dung liéu 2,5 mL/1an, néu cén thiét c6 thé dung lai liéu 2,5 mL sau 4-6 gid.

Khéng diing thudc cho tré dudi 2 thang tudi.

Giir khoang cach gitta céc liéu i thiéu 4 - 6 gio.

Khang cho tré udng nhiéu hon 2 liéu trong vong 24 gid. Néu tré van sot sau hai lan udng, can thang bdo ngay véi can b y té.

- Tré em tir 3 thang dén 6 tudi

Déi tuong Liéu dung 11an Tan suit dung trong 24 gid'
3-6thing 2,5ml 41an
6 - 24 thang 5ml 41an

2-4nam 75ml 4lan

4-6nam 10ml 4lan

- Khéng duing qua 4 liéu trong vong 24 gi&s
- Khoang céch gitra cac liéu téi thiéu la 4 gi&
- Khéng dung thuéc cho tré qua 3 ngay khi khéng tham vén y kién béc sy.

- Tré em tir 6 tui trd én va ngudi lon

Déi tugng Liéu dung 11an Tan suit dung trong 24 gid'
6-8 tudi 10mL
8-10 tugi 15mL
- Gilr khodng céch gitia cac Ian dung thudc téi thiéu 4 - 6 gis.
10-12 tudi 20 mL Khéng dung qué 4 liéu trong vong 24 gi&
12-16 tudi 20-30 mL
Tir 16 tudi tré len 25-40 ml

Chéng chi dinh

Ngudi bénh qua man véi paracetamol.

(Canh béo va than trong khi dung thuéc

Bécsican canh béo bénh nphan vé cac dau hiéu cia phan ting trén da nghiém trong nhu hdi chiing Steven-Johnson (SJS), hdi chiing hoai ti da nhiém ddc (TEN) hay hoi chitng Lyell, hdi ching ngoai ban mun mi toan than cap tinh (AGEP).

Giam tiéu cau, giam bach cu, va gidm toan thé huyét cdu da xdy ra vdi viéc sit dung nhiing dén chat p - aminophenol, ddc bit khi dung kéo dai cac liéu l6n. Giam bach cau trung tinh va ban xudt huyét giam tiéu cdu da xdy ra khi dung paracetamol. Hiém gap mat
bach cdu hat & nguai bénh diing paracetamol.

Phéi duing paracetamol than trong & ngudi bénh c6 thiéu méu tir trudc, vi chiing xanh tim ¢6 thé khang biéu 19 16, méc du cé nhiing néng d6 cao nguy hiém ciia methemoglobin trong mau.

Uéng nhiéu rugu c6 thé gay tang ddc tinh véi gan cla paracetamol; nén trénh hodc han ché udng rugu.

St dung thudc cho phu nif ¢ thai va cho con bu
Thai ky mang thai
Chua xdc dinh dugc tinh an toan clia paracetamol diing khi thai nghén lién quan dén téc dung khong mong muén c6 thé cd déi véi phat trién thai. Do do, chi nén diing paracetamol & ngui mang thai khi that can.
Thai ky cho con b
Nghién cGu & ngudi me dung paracetamol sau khi dé cho con b, khang théy cd téc dung khong mong muén  tré nhé b me.
Anh huéng ctia thudc 1én kha nang li xe, van hanh may méc
Thudc khdng anh hugng dén kha nang l4i xe va van hanh mdy moc
Tuong téc, tuong ky ciia thudc
Ugng dai ngay liéu cao paracetamol lam tang nhe tac dung chding déng ctia coumarin va dan cht indandion. Tac dung nay c6 vé it hoac khong quan trong vé 1am sang, nén paracetamol dugc ua dung hon salicylat khi can gidm dau nhe hodc ha s6t cho ngu@i bénh
dang dung coumarin hogc dén chat indandion.
Can phi chi y dén kha nang gay ha st nghiém trong & ngudi bénh dung ddng thai phenothiazin va liéu phép ha nhiét.
Udng rugu qua nhiéu va dai ngay cd thé 1am tang nguy co paracetamol gdy doc cho gan.
Thudc chdng co gidt (gém phenytoin, barbiturat, carbamazepin) gdy cdm ting enzym & microsom thé gan, ¢ thé lam téng tinh doc hai gan cda paracetamol do tang chuyén héa thudc thanh nhiing chét doc hai véi gan. Ngodi ra, ding déng thdi isoniazid véi parac-
etamol ciing c6 thé dén dén tang nguy ca ddc tinh vdi gan, nhung chua xéc dinh dugc ca ché chinh xdc cia tuong téc nay. Nguy co paracetamol gy doc tinh gan gia ting dang ké & nguai bénh uéng liéu paracetamol Idn hon liéu khuyén dung trong khi dang dung thuéc
chéing co gidt hoac isoniazid. Thuting khdng cén giam liéu & nguai bénh dung déng thoi liéu diéu tri paracetamol va thudc chang co giat; tuy vay, ngudi bénh phai han ché tu dung paracetamol khi dang dung thudc chéng co giat hoac isoniazid.
Tac dung khdng mong muén ctia thudc
Ban da va nhiing phn ting di ting khéc thinh thodng xy ra. Thutng a ban dd hodc may day, nhung ddi khindng hon va c6 thé kém theo s6t do thudc va thuong tén niém mac. Ngudi bénh man cdm véi salicylat hiém man cam véi paracetamol va nhiing thudc c lién
quan. Trong mot @ it truting hop riéng I&, paracetamol da gdy gidm bach cdu trung tinh, gidm tiéu cdu va gidm toan thé huyét cau.
It gap, 1/1000 < ADR < 1/100
Da: Ban.
Da day - rudt: Budn non, non.
Huyét hoc: Loan tao mau (gidm bach cdu trung tinh, gidm toan thé huyét cdu, gidm bach cu), thiéu mau.
Than: Bénh than, doc tinh than khi lam dung dai ngay.
Hiéim gdp, ADR < 171000
Khac: Phan ting qud mén.
Huéng dén cdch xi tri ADR
Néu xdy ra nhiing téc dung khdng mong mudn nghiém trong, phai ngiing diing paracetamol. Vé diéu tri, xin doc phén: “Qud liéu va cach xit tri".
Théng bdo cho bdc si nhitng tdc dung khéng mong mudn gdp phdi khi sit dung thuéc
Qua lié
Biéu hign
Nhiém doc paracetamol 6 thé do dung mot liéu doc duy nhét, hoac do udng lap lai liéu I6n paracetamol (vi dy, 7,5 - 10 g mdi ngay, trong 1 - 2 ngay), hodc do udng thuéc dai ngay. Hoai tir gan phu thudc liéu la téc dung doc cép tinh nghiém trong nhat do qud liéu
Va 6 thé gay tit vong.
Budn non, non, va dau bung thutng xdy ra trong vong 2 - 3 gid sau khi udng liéu doc clia thudc. Methemoglobin - mau, dan dén chiing xanh tim da, niém mac va mng tay la mét dau hiéu déc trung nhiém doc cép tinh dan chat p - aminophenol; mét lugng nhd
sulfhemoglobin cing 6 thé dugc sén sinh. Tré em ¢6 khuynh hudng tao methemoglobin dé hon nguai 16n sau khi udng paracetamol.
Khi bi ngd déc néng, ban dau ¢6 thé co kich thich hé than kinh trung uong, kich ddng, va mé sang. Tiép theo o thé [a tc ché hé thén kinh trung uang; siing sg, ha than nhiét; mét13; thé nhanh, nang; mach nhanh, yéu, khang déu; huyét p thap; va suy tuan hoan. Truy
mach do gidm oxy huyét tuong ddi va do tac dung tic ché trung tam, tc dung nay chi xdy ra véi liéu rat 16n. S6c c6 thé xdy ra néu gian mach nhiéu. Con co gidt nget thé gay ti vong cd thé xdy ra. Thuting hon mé xy ra trudc khi chét dot ngdt hodc sau vai ngay hon mé.
Du higu 1am sang thuang tdn gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc. Aminotransferase huyét tuang ting (doi khi tang rat cao) va ndng do bilirubin trong huyét tuang ciing 6 thé tang; thém nila, khi thuong ton gan lan rong, thoi gian
prothrombin kéo dai. C6 thé 10% ngudi bénh bi ngd ddc khong dugc diéu tri dac hiéu da 6 thuong tn gan nghiém trong; trong s6 d6 10% dén 20% cudi ciing chét vi suy gan. Suy than cip ciing xdy ra § mot s6 ngudi bénh. Sinh thiét gan phat hién hoai ti trung tam
tiéu thisy trit ving quanh tinh mach cita. 0 nhiing truong hgp khong tirvong, thuang tén gan phuc héi sau nhiéu tudn hoic nhiéu thang.
Diéu tri
Chan doan s6m rt quan trong trong diéu tri qua liéu paracetamol. (6 nhiing phuang phép xéc dinh nhanh ndng d9 thudc trong huyét tuong. Tuy vay, khong dudgc tri hoan diéu tri trong khi chd két qua xét nghiém néu bénh sit ggi y 13 qud liéu nang. Khi nhiém doc
ndng, diéu quan trong la phai diéu tri hd trg tich cuc. Cn riia da day trong moi trudng hop, tét nhat trong vong 4 gid sau khi udng.
Liéu phap gidi doc chinh 1a dung nhiing hap chét sulfhydryl, ¢ Ié tdc dong mot phan do b6 sung du trir glutathion & gan.
N-acetylcystein ¢6 téc dung khi uéng hodc tiém tinh mach. Phai cho thudc ngay 1ap tic néu chua dén 36 gior ké tir khi udng paracetamol. Diéu trj véi N - acetylcystein c6 hiéu qud hon khi cho thudc trong thai gian dudi 10 gi sau khi udng paracetamol. Khi cho udng,
hoa lodng dung dich N - acetylcystein vdi nudc hodc dé udng khong ¢6 rigu dé dat dung dich 5% va phai udng trong vong 1 gicrsau khi pha. Cho udng N - acetylcystein véi liéu dau tién 1a 140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4 i mot
1&n. Cham dut diéu tri néu xét nghiém paracetamol trong huyét tuong cho thdy nguy co ddc hai gan thap.
Téc dung khding mong mudn cta N - acetylcystein gdm ban da (gdm cd may day, khang yéu céu phéi ngiing thugc), buén nén, non, ia chay, va phan ting kiéu phan vé.
Néu khang cd N - acetylcystein, 6 thé dung methionin (xem chuyén lugn methionin). Ngoai ra ¢6 thé ding than hoat va/hoéc thuc tdy mudi, chiing ¢6 kha nang lam gidm hap thu paracetamol.
Dugc luc hoc
Nhém duoc Iy: Thudc gidm dau va ha sét khac.
Ma ATC: NO2BEO1
Paracetamol lam gidm than nhiét & ngudi bénh s6t, nhung hiém khi lam gidm than nhiét & nguai binh thung. Thudc tac dong Ién viing dudi ddi gdy ha nhiét, téa nhiét ting do gidn mach va tang luu lugng mau ngoai bién.
Paracetamol, vdi liéu diéu tri, it tac dong dén hé tim mach va h hap, khang lam thay d6i can béng acid - base, khang gay kich ting, xudc hodc chay mau da day nhu khi dung salicylat, vi paracetamol khong téc dung trén cyclooxygenase toan than, chi tac dong dén
cyclooxygenase/prostaglandin ciia hé than kinh trung wong. Paracetamol khong 6 téc dung trén tiéu cau hodc thai gian chay méu.
Dugc dong hoc
Hap thu
Paracetamol dugc hp thu nhanh chéng va hau nhu hoan toan qua duting tiéu héa. Nong do dinh trong huyét tuong dat trong vong 30 dén 60 phit sau khi udng vdi liéu diéu tri.
Phdn bd’
Paracetamol phan bé nhanh va déng déu trong phan 16n cdc mé clia co thé. Khoang 25% paracetamol trong mau két hop vdi protein huyét tuong.
Thdi trir
Thei gian ban thai cda paracetamol a 1,25 - 3 gid; c6 thé kéo dai vdi liéu gay doc hodc & ngudi bénh cé thuang ton gan.
Sau liéu diu tri, cd thé tim thdy 90 dén 100% thudc trong nudc tiéu trong ngay thi nhat, chii yéu sau khi lién hgp trong gan véi acid glucuronic (khodng 60%), acid sulfuric (khodng 35%) hodc cystein (khodng 3%); ciing phat hién thdy mét lugng nhé nhiing chat
chuyén héa hydroxyl - hod va kh acetyl. Tré nhé it kha néing glucuro lién hop véi thudc han so véi ngui Ién.
Paracetamol bi N - hydroxyl héa bdi cytochrom P450 dé tao nén N - acetyl - benzoguinonimin, mdt chdt trung gian c6 tinh phan ting cao. Chét chuyén héa nay binh thung phan ting véi cic nhém sulfhydryl trong glutathion va nhu véy b khit hoat tinh. Tuy nhién, néu
uéng liéu cao paracetamol, chét chuyén héa nay dugc tao thanh véi lugng dd dé lam can kiét glutathion cda gan; trong tinh trang dé, phan ting cda nd véi nhom sulfhydryl cda protein gan tang Ién, 6 thé dan dén hoai ti gan.
Quy cach déng goi:
Ong 5 mL. Hop 20 dng.
Lo 30 mL. Hop 1o kem 1 pipet chia liéu
Bao quan: Bao quan trong bao bi kin, tranh dnh sang, tranh &m, & nhiét do dudi 30°C
Han diing: 36 thing ké tir ngay san xudt.
Tiéu chuan chat lugng: Tiéu chudn co's§

va cach xi tri

Nha sén xuét

. cpeun
Céng ty cd phan Dugc pham CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuong, xa Van Binh, huyén Thutng Tin, Thanh phé Ha Noi
T1-24-100726-T05541-NC00783

Kich thudc: 155x180mm




